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Art Unit: 1634 

DETAILED ACTION 
Status of the Claims 

1 . This action is in response to papers filed 30 December 2005 in which claims 7 and 2 1 
were amended and claims 20 and 28 were canceled. The amendments have been thoroughly 
reviewed and entered. 

The previous rejections in the Office Action dated 12 January 2005, not reiterated 
below, are withdrawn in view of the amendments. Applicant's arguments have been thoroughly 
reviewed but are deemed moot in view of the amendments, withdrawn rejections and new 
grounds for rejection. New grounds for rejection are discussed. 

Claims 7-19, 21-27 and 29-40 are under prosecution. 

Priority 

2. Applicant's claim for domestic priority under 35 U.S.C. 120 is acknowledged. However, 
Parent Applications 08/514,875; 08/477,809; and 08/261,388 upon which priority is claimed 
do not provide adequate support under 35 U.S.C. 112 for claims 14, 29, 35 and 38-39 of this 
application. Instant Claims 14 and 29 are drawn to "covalently bound DNA"; Claim 35 is 
drawn to "two fold change in the relative abundance"; and Claims 38-39 are drawn to "distinct 
gene sequences whose expression levels are specifically related to the differences between test 
cells relative to control cells*. These elements are not supported by the parent application 
cited above. Therefore the effective filing date for Claims 14, 29, 35 and 38-39 is the filing 
date of Application No. 08/688,488 i.e. 30 July 1996. 

Claim Objections 

3. Claim 16 is objected to because of the following informalities: The claim is objected to 
because "polycationic* is misspelled. 

Appropriate correction is required. 
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Claim Rejections - 35 USC §112 

35 U.S.C. 112: first paragraph 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

5. Claims 7-19, 21-27 and 29-40 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

In papers filed 26 September 2001, the recitation "400 or more" was added to the 

specification and independent claims. The new language was rejected under new matter by 

the previous examiner, but not reiterated in the most recent office action. IN papers filed 18 

June 2002, Applicant asserts that the 400 regions is supported by the discussion at the top of 

page 10 and Fig 5-6. The passages have been reviewed but are not deemed to support the 

range of "400" or "400 or more ". In contrast, the claimed 400 regions is deemed a subgenus 

of the range contemplated in the originally filed specification. The courts have stated that a 

generic disclosure does not support a subgenus range. Hence, the generic range taught in 

the specification does not support the newly claimed subgenus range of "400 or more". 

'Thus, the written description requirement prevents an applicant from claiming subject 
matter that was not adequately described in the specification as filed. New or amended 
claims which introduce elements or limitations which are not supported by the as-filed 
disclosure violate the written description requirement. See, e.g., In re Lukach, 442 F.2d 
967, 169 USPQ 795 (CCPA 1971) (subgenus range was not supported by generic 
disclosure and specific example within the subgenus range); In re Smith, 458 F.2d 1389,1395, 
173 USPQ 679, 683 (CCPA 1972) ( a subgenus is not necessarily described by a genus 
encompassing it and a species upon which it reads)." (MPEP § 2163). 
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35 U.S.C. 1 12: second paragraph 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

7. Claims 7-19, 21-27, 29-40 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 7-19 and 38 are indefinite in Claim 7 for the recitation "about 400 or more" and 
"at least about 50 subunits". 

Claim 8 is indefinite for the recitation "at least about 1 0,000/ cm 2 *. 
Claim 9 is indefinite for the recitation "at least about 2500/ cm 2 ". 

Claims 21-33 and 40 are indefinite in Claim 21 for the recitations "about 400 or more" 
and "at least about 400". 

Claim 22 is indefinite for the recitation "about 10,000 regions/cm 2 " or more. 

Claim 23 is indefinite for the recitation "about 2 500 /regions/ cm 2 " or more. 

Claims 34-35 and 39 are indefinite in Claim 34 for the recitations "about 400 or more" 
and "at least about 50 subunits". 

It is vague and indefinite what is meant by the phrases listed above e.g. "about 400 or 
more" and "at least about 50 subunits". The phrases "or more" and "at least" typically 
indicate a minimum point. The phrases "or more" and "at least" however, are contraverted by 
the term "about" which implies that values above and below 400 regions and 50 subunits are 
permitted. Further, the extent of variance permitted by "about" is unclear in this context. 
Since regions and subunits (nucleotides) are whole numbers, "about 16" cannot mean from 
14.4 to 17.6 because regions and nucleotides cannot be split in half. Therefore, it is also 
unclear if "about 50" simply includes 49 or if it also includes 35-40 as well. In Amgen, Inc. v. 
Chugai Pharmaceutical Co ., 927 F.2d 1200 (CAFC 1991), the CAFC stated, 'The district court 
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held claims 4 and 6 of the patent invalid because their specific activity limitation of "at least 
about 160,000" was indefinite". After review, the CAFC states 'We therefore affirm the district 
court's determination on this issue." Thus, the CAFC found the phrase a at least about" 
indefinite where the metes and bounds of the term were not defined in the specification. 



Claim Rejections - 35 USC §102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for patent 
or (2) a patent granted on an application for patent by another filed in the United States 
before the invention by the applicant for patent, except that an international application 
filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application 
designated the United States and was published under Article 21(2) of such treaty in the 
English language. 

9. Claims 7-19, 21-27, 29-40 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Fodor et al (U.S. Patent No. 6,610,482 filed 6 December 1990). 

Regarding Claim 7, Fodor et al disclose (and claim) a substrate comprising a 
microarray of DNA having a density of 400 or more regions/cm 2 wherein the DNA sequences 
are about 50 subunits in length (Claims 40 & 56). 

Regarding Claim 8, Fodor et al disclose the substrate wherein density is at least 10,000 
regions/ cm 2 (Claim 42). 

Regarding Claim 9, Fodor et al disclose the substrate wherein density is at least 2500 
i.e. 10,000 regions/cm 2 (Claim 42) 

Regarding Claim 10 Fodor et al disclose the substrate wherein the substrate is glass 
(Claim 61). 
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Regarding Claim 1 1 Fodor et al disclose the substrate wherein the substrate is non- 
porous i.e. glass (Claim 61). 

Regarding Claim 12, Fodor et al disclose the substrate wherein the surface is 
hydrophobic e.g. plastics or hydrophobic linkers (Column 17, lines 14-48). 

Regarding Claim 13, Fodor et al disclose the substrate wherein the surface comprises 
one or more functional groups e.g. silyl, hydroxyl, carboxyl, amine aldehyde, sulhydiyl (Column 
17, lines 24-29). 

Regarding Claim 14, Fodor et al disclose the substrate wherein the DNA sequences are 
covalently bound (Column 8, lines 21-27). 

Regarding Claim 15, Fodor et al disclose the substrate wherein the DNA sequences are 
non- covalently bound (Column 8, lines 21-27). 

Regarding Claim 16, Fodor et al disclose the substrate wherein the DNA sequences are 
non- covalently bound (Column 8, lines 21-27) and the surface has cationic polymer on the 
surface (Column 18, lines 3-8). 

Regarding Claim 17, Fodor et al disclose the substrate wherein the sequences are 
genomic DNA sequences (e.g. Column 85, lines 25-37). 

Regarding Claim 18, Fodor et al disclose the substrate has at least 2500 or more 
regions i.e. 10,000/cm2 (Claim 42). 

Regarding Claim 19, Fodor et al disclose the substrate has at least 10,000 regions 
(Claim 42). 

Regarding Claim 21, Fodor et al disclose (and claim) a substrate comprising a 
microarray of DNA having a density of 400 or more regions/ cm 2 wherein the DNA sequences 
are about 50 subunits in length (Claims 40 & 56). Fodor et al does not teach the method 
steps recited in the claim. However, the method steps do not result in any structural or 
compositional difference over the substrate of Fodor. Furthermore, the courts have stated 
that the process of making a product does not distinguish the product over the prior art. 
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a [E]ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product does 
not depend on its method of production. If the product in the product-by-process claim is the 
same as or obvious from a product of the prior art, the claim is unpatentable even though the 
prior product was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 
964, 966 (Fed. Cir. 1985) see MPEP 2113. 

Regarding Claim 22, Fodor et al disclose the substrate wherein density is at least 
10,000 regions/cm 2 (Claim 42). 

Regarding Claim 23, Fodor et al disclose the substrate wherein density is at least 2500 
i.e. 10,000 regions/cm 2 (Claim 42) 

Regarding Claim 24, Fodor et al disclose the substrate wherein the substrate is glass 
(Claim 61). 

Regarding Claim 25, Fodor et al disclose the substrate wherein the substrate is non- 
porous i.e. glass (Claim 61). 

Regarding Claim 26, Fodor et al disclose the substrate wherein the surface is 
hydrophobic e.g. plastics or hydrophobic linkers (Column 17, lines 14-48). 

Regarding Claim 27, Fodor et al disclose the substrate wherein the surface comprises 
one or more functional groups e.g. silyl, hydroxyl, carboxyl, amine aldehyde, sulhydryl (Column 
17, lines 24-29). 

Regarding Claim 29, Fodor et al disclose the substrate wherein the DNA sequences are 
covalently bound (Column 8, lines 21-27). 

Regarding Claim 30, Fodor et al disclose the substrate wherein the DNA sequences are 
non- covalently bound (Column 8, lines 21-27). 

Regarding Claim 31, Fodor et al disclose the substrate wherein the sequences are 
genomic DNA sequences (e.g. Column 85, lines 25-37). 
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Regarding Claim 32, Fodor et al disclose the substrate has at least 2500 or more 
regions i.e. 10,000/ cm 2 (Claim 42). 

Regarding Claim 33, Fodor et al disclose the substrate has at least 10,000 regions 
(Claim 42). 

Regarding Claim 34, Fodor et al disclose (and claim) a substrate comprising a 
microarray of DNA having a density of 400 or more regions/cm 2 wherein the DNA sequences 
are about 50 subunits in length and unique (i.e. different) in each region (Claims 40 & 56). 

Regarding Claim 35, Fodor et al disclose the substrate of Claim 34. Fodor et al further 
teach the substrate is used for expression analysis (Column 66, lines 17-27). Fodor et al do 
not specifically teach detection of a two-fold change in abundance. However, the claimed 
detection is a recitation of intended use and the courts have stated that a recitation of intended 
use not distinguish a device over the prior art. Therefore, the detection does not further define 
the substrate of Claim 34. 

A claim containing a "recitation with respect to the manner in which a claimed 
apparatus is intended to be employed does not differentiate the claimed apparatus from a prior 
art apparatus" if the prior art apparatus teaches all the structural limitations of the claim. Ex 
parte Masham, 2 USPQ2d 1647 (Bd. Pat. App. & Inter. 1987). 

Regarding Claim 36, Fodor et al disclose (and claim) a substrate comprising a 
microarray of DNA having a density of 400 or more regions/cm 2 wherein the DNA sequences 
are about 50 subunits in length and unique (i.e. different) in each region (Claims 40 & 56). 
Fodor et al further teach the substrate wherein the DNA sequences are non-covalently bound 
(Column 8, lines 21-27) and the surface has cationic polymer on the surface (Column 18, lines 
3-8). 

Regarding Claim 37, Fodor et al disclose the substrate wherein the DNA microarray is 
used to detect mRNA (e.g. Column 66, lines 17-27). Hence, the substrate comprises DNA 
complementary to mRNA i.e. cDNA. 
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Regarding Claim 38, Fodor et al disclose the substrate wherein the DNA is used to 
detect distinct gene sequences (e.g. Column 1 17). Fodor et al further teach the gene 
sequences have expression levels different for control vs test e.g. alleles (Column 1 17, lines 20- 
49). 

Regarding Claim 39, Fodor et al disclose the substrate wherein the DNA is used to 
detect distinct gene sequences (e.g. Column 117). Fodor et al further teach the gene 
sequences have expression levels different for control vs test e.g. alleles (Column 1 17, lines 20- 
49). 

Regarding Claim 40, Fodor et al disclose the substrate wherein the regions are of a 
density between about 62,500 and 625 regions/cm 2 (e.g. 10 4 , 10 5 ,10 6 etc. regions, Column 
21, lines 4-8). 



10. Claims 7-15, 17-19, 21-27, 29-35, 38-40 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Winkler et al (U.S. Patent No. 5,677,195, filed 20 November 1992). 

Regarding Claim 7, Winkler et al disclose (and claim) a substrate comprising a 
microarray of DNA having a density of 400 or more regions/cm 2 wherein the DNA sequences 
are about 50 subunits in length (Column 17, lines 49-57 and Column 18, lines 47-50). 

Regarding Claim 8, Winkler et al disclose the substrate wherein density is at least 
10,000 regions/ cm 2 (Column 18, lines 47-50). 

Regarding Claim 9, Winkler et al disclose the substrate wherein density is at least 2500 
i.e. 10,000 regions/cm 2 (Column 18, lines 47-50) 

Regarding Claim 10 Winkler et al disclose the substrate wherein the substrate is glass 
(Column 14, lines 45-46). 
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Regarding Claim 1 1 Winkler et al disclose the substrate wherein the substrate is non- 
porous i.e. glass (Column 14, lines 45-46). 

Regarding Claim 12, Winkler et al disclose the substrate wherein the surface is 
hydrophobic (Column 9, lines 50-56 and Column 22, lines 8-20). 

Regarding Claim 13, Winkler et al disclose the substrate wherein the surface comprises 
one or more functional groups e.g. silyl, hydroxyl, carboxyl, amine aldehyde, sulhydryl (Column 
23, lines 13-18). 

Regarding Claim 14, Winkler et al disclose the substrate wherein the DNA sequences 
are covalently bound (Column 10, lines 43-47). 

Regarding Claim 15, Winkler et al disclose the substrate wherein the DNA sequences 
are non- covalently bound (Column 5, lines 42-47 and Column 10, lines 43-47). 

Regarding Claim 17, Winkler et al disclose the substrate wherein the sequences are 
DNA sequences (Column 6, lines 18-22) that are comprised of nucleotides A, T, G, C. The 
claims are drawn to fragments of genomic DNA, which encompasses combinations of as few as 
two A, T, G, C. Because the claims are drawn to as few as two A, T, G and/ or C and because 
Winkler et al teach 50mers of A, T, G and/ or C. Winkler is deemed to, teach the sequences as 
claimed. 

Regarding Claim 18, Winkler et al disclose the substrate has at least 2500 or more 
regions i.e. 10,000/cm 2 (Column 18, lines 47-50). 

Regarding Claim 19, Winkler et al disclose the substrate has at least 10,000 regions 
(Column 18, lines 47-50). 

Regarding Claim 21, Winkler et al disclose (and claim) a substrate comprising a 
microarray of DNA having a density of 400 or more regions/ cm 2 wherein the DNA sequences 
are about 50 subunits in length (Column 17, lines 49-57 and Column 18, lines 47-50). 
Winkler et al does not teach the method steps recited in the claim. However, the method steps 
do not result in any structural or compositional difference over the substrate of Winkler. 
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Furthermore, as cited above, the courts have stated that the process of making a product does 
not distinguish the product over the prior art. 

Regarding Claim 22, Winkler et al disclose the substrate wherein density is at least 
10,000 regions/cm 2 (Column 18, lines 47-50). 

Regarding Claim 23, Winkler et al disclose the substrate wherein density is at least 
2500 i.e. 10,000 regions/cm 2 (Column 18, lines 47-50) 

Regarding Claim 24 Winkler et al disclose the substrate wherein the substrate is glass 
(Column 14, lines 45-46). 

Regarding Claim 25 Winkler et al disclose the substrate wherein the substrate is non- 
porous i.e. glass (Column 14, lines 45-46). 

Regarding Claim 26, Winkler et al disclose the substrate wherein the surface is 
hydrophobic (Column 9, lines 50-56 and Column 22, lines 8-20). 

Regarding Claim 27, Winkler et al disclose the substrate wherein the surface comprises 
one or more functional groups e.g. silyl, hydroxyl, carboxyl, amine aldehyde, sulhydryl (Column 
23, lines 13-18). 

Regarding Claim 29, Winkler et al disclose the substrate wherein the DNA sequences 
are covalently bound (Column 10, lines 43-47). 

Regarding Claim 30, Winkler et al disclose the substrate wherein the DNA sequences 
are non- covalently bound (Column 5, lines 42-47 and Column 10, lines 43-47). 

Regarding Claim 31, Winkler et al disclose the substrate wherein the sequences are 
DNA sequences (Column 6, lines 18-22), which are, comprised of nucleotides A, T, G, C. The 
claims are drawn to fragments of genomic DNA that encompasses combinations of as few as 
two A, T, G, C. Because the claims are drawn to as few as two A, T, G and/ or C and because 
Winkler et al teach SOrners of A, T, G and/or C. Winkler is deemed to teach the sequences as 
claimed. 
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Regarding Claim 32, Winkler et al disclose the substrate wherein density is at least 
2500 i.e. 10,000 regions/ cm 2 (Column 18, lines 47-50) 

Regarding Claim 33, Winkler et al disclose the substrate wherein density is at least 
10,000 regions/ cm 2 (Column 18, lines 47-50). 

Regarding Claim 34, Winkler et al disclose (and claim) a substrate comprising a 
microarray of DNA having a density of 400 or more regions/cm 2 wherein the DNA sequences 
are about 50 subunits in length (Column 17, lines 49-57 and Column 18, lines 47-50), 
Winkler et al does not teach the method steps recited in the claim. However, the claimed 
selective hybridization is a recitation of intended use and, as cited above, the courts have 
stated that a recitation of intended use not distinguish a device over the prior art. Therefore, 
the detection does not further define the substrate. 

Regarding Claim 35, Winkler et al disclose the substrate of Claim 34 but do not teach 
the detection as recited in the claim. However, the claimed detection is a recitation of intended 
use and the courts have stated that a recitation of intended use not distinguish a device over 
the prior art. Therefore, the detection does not further define the substrate of Claim 34. 

Regarding Claim 38, Winkler et al disclose the substrate wherein the DNA is used to 
detect distinct sequences wherein relative binding is analyzed (e.g. Column 7, line 43-Column 
8, line 7). 

Regarding Claim 39, Winkler et al disclose the substrate wherein the DNA is used to 
detect distinct sequences wherein relative binding is analyzed (e.g. Column 7, line 43-Column 
8, line 7). 

Regarding Claim 40, Winkler et al disclose the substrate wherein the regions are of a 
density between about 62,500 and 625 regions/cm 2 (e.g. 10,000 regions, Column 18, lines 43- 
50). 
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Art Unit: 1634 



Conclusion 



11. No claim is allowed. 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BJ Forman whose telephone number is (571) 272-0741. The 
examiner can normally be reached on 6:00 TO 3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jones can be reached on (571) 272-0745, The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http:/ /pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be viewed in 
the Patent Application Information Retrieval system (PAIR) can now contact the USPTO's Patent Electronic 
Business Center (Patent EBC) for assistance. Representatives are available to answer your questions 
daily from 6 am to midnight (EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image problem with, the 
number of pages and the specific nature of the problem. The Patent Electronic Business Center will 
notify applicants of the resolution of the problem within 5-7 business days. Applicants can also check 
PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic Business Center is 
a complete service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet- based access to patent application status and history information. It also enables 
applicants to view the scanned images of their own application file folder(s) as well as general patent 
information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 



BJ Forfirkn, Ph.D. 
Primary Examiner 
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